UNITED STAT DEPARTMENT OF COMMERCE 
Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 
Washington, D.C. 20231 



| APPLICATION NUMBER | RUNG DATE | 



FIRST NAMED APPLICANT ■ 



| ATTY DOCKET NO. | 



OiREEME 



x 43o« 071 0 0 0 1 



STERNE KESSLER GOLDSTEIN & 
11.00 NEW YORK AVENUE N W 
SUITE 6QD 

WASHINGTON DC 20 0 05 



HM1 i /0603 



ART UNIT PAPER NUMBER 



1646 

DATE MAILED: f , A / f( . , 



2y 



This is a communication from the examiner in charge of your application 
COMMISSIONER OF PATENTS AND TRADEMARKS 

OFFICE ACTION SUMMARY 

Kf Responsive to communication (s) filed on _>- /3 - c ] { Pa^jul AJc ] . Z- 2- } 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is closed in 
accordance with the practice under Ex parte Ouayle, 1935 D.C. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire monthfs) or thirty days 

whichever is longer, from the mailing date of this communication. Failure to respond within the period for response will cause 
n TO(a) ^ ^ aband ° ned - (35 U - S " C - § 1 33) - Extensions of time may be obtained under the provisions of 37 CFR 

Disposition of Claims 



_ T . _ is/are pending in the application. 

Of the above, claim (s) • , ... . , . , 

k-» _ is/are withdrawn from consideration. 

C3 Claim(s) ^> \ . , „ „ 

— — is/are allowed. 

?S ^ a,m * S * % 7 ' — is/are rejected. 

□ Claim(s) ~ L . 

r— , * — ~ — — . ts/are objected to. 

aim ( s ) — .are subject to restriction or election requirement. 

Application Papers 

□ See the attached Notice of Drafts person's Patent Drawing Review, PTO-943 

□ The drawings filed on ; _is/ ar e objected to by the Examiner. 

LJ The proposed drawing correction, filed on is □ approved □ disapproved. 

|_J The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 1 1 9 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d). 

- □ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 
O received. 

□ received in Application No. (Series Code/Serial Number) 

□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

•Certified copies not received: 

□ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
Attachment(s) 

[5_ Notice of Reference Cited, PTO-892 

Q Information Disclosure Statement(s), PTCM449. Paper No(s) 
_] Interview Summary, PTO-413 

Q Notice of Draftperson's Patent Drawing Review, PTO-948 
* w *ice_of Informal Patent Application, PTO-152 

^ "SEE OFFICE ACTION ON THE FOLLOWING PAGES-- 



* u.s.gpo: isce^tx-tse'' 
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Response to Amendment 



1. The finality of the rejection of the last Office action is 
withdrawn in view of the new rejection under 35 U.S.C. 112, 
second paragraph set forth below. 

2. Amendment filed 13 March 1998, Paper No. 22, has been 
entered. 

3. The text of those sections of Title 35, U.S. Code not 
included in this action can be found in a prior Office action. 

4. Applicant's arguments filed 13 March 1998, Paper No. 22 have 
been fully considered but they are not found persuasive. 

5. The Group and/or Art Unit location of your application in 
the PTO has changed. To aid in correlating any papers for this 
application, all further correspondence regarding this 
application should be directed to Group Art Unit 1646 (formerly 
1812) . 



Information Disclosure Statement 

6. The previous office action indicated that the information 
disclosure statements filed 23 January 1997 (Paper No. 13) and 18 
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April 1997 (Paper No. 15) do not comply with the provisions of 37 
CFR 1.97, 1.98 and MPEP § 609 because references AR7 , AS7, AS8, 
AT8, AR9, AS2 , AR10, AS10, AT10, and AR11 are not journals, 
patents, or publications. 

Applicants argue that there is no requirement for the 
"inf ormation" to be in a particular form. However, unlike 
journal publications, the copy of the sequence listing contains 
sequence comparisons without an explanation of the relevance of 
the disclosure. It is suggested that a submission of a clear and 
concise explanation of the references would further reveal the 
significance of the references. Furthermore, AS10, AT10, and 
AR11, are search reports which are part of the foreign patent 
documents. It is suggested that the full PCT report including 
the patent and the attached search report be listed under the 
heading of the foreign patent documents. Finally, since the 
previous Form 1449 has crossed out the reference information, it 
is suggested that a new form would prevent any loss of 
information due to the previous crossing out of the references 
not considered. The references have been placed in the 
application file, but the information referred to therein has not 
been considered as to the merits. Applicant is advised that the 
date of any re-submission of any item of information contained in 
this information disclosure statement or the submission of any 
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missing element (s) will be the date of submission for purposes of 
determining compliance with the requirements based on the time of 
filing the statement, including all certification requirements 
for statements under 37 CFR 1.97(e). See MPEP § 609 1 C(l). 

Ob th/Declara tlon 

7. The Declaration under 37 CFR 1.132 filed 13 March 1998 
(Paper No. 22) is sufficient to overcome the rejection of claims 
21-35 based upon new matter rejection under 35 U.S.C. 112, first 
paragraph set forth in last office action. 

Spe cl flcatl on 

8. The amendment filed 28 March 1997 (Paper No. 17) is objected 
to under 35 U.S.C. 132 because it introduces new matter into the 
disclosure. 35 U.S.C. 132 states that no amendment shall 
introduce new matter into the disclosure of the invention. The 
added material which is not supported by the original disclosure 
is as follows. 

Amendment to page 6, lines 26-27, which changes "39%" to 
"about 27%", "46%" to "about 43%", and "an 88 amino acid stretch" 
to " the entire length of the proteins" is not supported by the 
specification. At the time of the invention one skilled in the 
art could not determine the metes and bounds of the term "% 
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identity" for the reason set forth in the 35 U.S.C. 112, second 
paragraph below. Without the disclosure of the meaning of x> % 
identity", one skilled in the art could not determine the changes 
to the specification on page 6, lines 26-27, discussed 
immediately above. 

Amendment on page 1, for priority information, recites 
''which is relied upon and incorporated by reference in its 
entirety" which is not supported by the specification as filed. 
At the time of filing of the application, the specification did 
not incorporate the PCT/US95/03216 . 

Applicant is required to cancel the new matter in the reply 
to this Office action. 

Claim Rejections - 35 USC § 112 

9. Claims 21-29 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor (s) , at the time the 
application was filed, had possession of the claimed invention. 

Claim 21 recites "amino acid -20 to 380 of SEQ ID NO: 2"; the 
examiner could not find support in the specification for the 
concept of a polynucleotide with such claim limitations. Claims 
22-29 are dependent on claim 21. 
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10. The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims 
particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

11. Claims 21-29 and 31-34 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly 
point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 21-29 and 32-34 are indefinite because instructions 
or an algorithm for determining percent sequence identity is 
missing from the specification. Claims 21-29 and 32-34 use 
"identity" in terms of percentage. The specification fails to 
clearly set forth the algorithm and the parameters within the 
algorithm which would be necessary to do the percent identity 
calculations. The state of the art is such that one skilled in 
the art cannot determine what the meaning of the term "identity" 
is without a precise algorithm with parameters i.e. "scoring 
rules" (George et al.(V), page 130, right column, top paragraph, 
is cited as of interest to the applicant) . For example, consider 
two hypothetical sequences acgtac and acac. These can be 
compared in any of four ways, yielding four different percent 
identity results. 



A 
i 
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acgtac 



4/6 = 67% 



acgtac 



2/6 = 33% 



II II 



II 



ac—ac 



4/4 = 100% 



acac 



2/4 - 50% 



Thus, a specific definition of "identity" must be provided taking 
into considerations such variables as: complete vs partial 
sequence, gap distances, as well as other parameters of the 
algorithm. Claims 22-29 and 33-34 are dependent on claims 21 or 



12. Claim 31 is allowed. 



13. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Michael D. 
Pak whose telephone number is (703) 305-7038. The examiner can 
normally be reached on Monday-Friday from 9:00 to 5:30. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Stephen Walsh, can be 
reached on (703) 308-2957. The fax phone number for this Group 
is (703) 308-0294. 

Official papers filed by fax should be directed to (703) 
308-4242. Faxed draft or informal communications with the 
examiner should be directed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the Group 
receptionist whose telephone number is (703) 308-0196. 



32. 



Michael D. Pak 
1646 . 

26 May 1998 




SUPERVISORY PATENT EXAMINER 
GROUP 1800 



